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Comparison of efficacy of conventional laser irradiation versus a new
method for depigmentation in patients with gingival pigmentation

Protocol summary

Summary
This study sought to compare the efficacy of two diode
laser irradiation protocols for treatment of gingival
pigmentations namely the conventional method and the
sieve method. The study design was non-randomized,
single blind, positive control with conventional method,
uni center and 2nd phase trial. Inclusion criteria consists
of patients with gingival pigmentation who seek
treatment. The exclusion criteria include systemic
disease and cigarette smoking. Sample size was
calculated 15 patients. Intervention: Diode laser (980 nm
wavelength and 2Watt power) was irradiated through a
stipple pattern (sieve method) and conventionally (980
nm wavelength and 2Watt power) in the other side of the
mouth by brush stroke pattern. Patients were followed at
two weeks, one month and three months. For primary
outcome measurement pigmentation levels were
determined using Dummett’s oral pigmentation index
(DOPI). secondary outcome; pain, was assessed by visual
analogue scale (VAS).
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Comparison of efficacy of conventional laser irradiation
versus a new method for depigmentation in patients with
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Public title
efficacy of conventional laser irradiation versus a new
method for gingival depigmentation

Purpose
Treatment

Inclusion/Exclusion criteria
1. Physiologic gingival pigmentation both at the right left
sides of mandible and maxilla extending to the distal
aspect of the canines. 2. Patients’ demand for
depigmentation./ 1. Systemic conditions, medication
intake and pregnancy or nursing 2. Pigmentations linked
to malignancy 3. History of previous depigmentation




treatments 4. Cigarette smoking.
Age

No age limit
Gender

Both

Phase
2
Groups that have been masked
No information
Sample size
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Not randomized
Randomization description
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Single blinded
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daneshju boulevard, Evin, Tehran
City
Tehran
Postal code
Approval date
2016-02-10, 1394/11/21
Ethics committee reference number
IR.SBMU.RIDS.REC.1394.108
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Description of health condition studied
gingival hyperpigmentation

ICD-10 code
L81.4

ICD-10 code description
Other melanin hyperpigmentation

Primary outcomes

1

Description

gingival pigmentation intensity
Timepoint
two weeks, one month, 3 months following the end of the
treatment
Method of measurement
Dummet's oral pigmentation index

Secondary outcomes
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Description
pain
Timepoint
first week after surgery
Method of measurement
visual analogue scale

Intervention groups
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Description
Diode laser (980 nm wavelength and 2Watt power) was
irradiated through a stipple pattern (sieve method) and
conventionally (980 nm wavelength and 2Watt power) in
the other side of the mouth by brush stroke pattern.
Patients were followed at two weeks, one month and
three months.

Category
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